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Device Name:

Proprietary Name: APM Blood Pressure Monitor, BP10O3A

Common or Usual Name: NONINVASIVE BLOOD PlUE'SSURE MEASUREMENT SY'sTEM

Classification Name: Blood Pressure Monitor, Class 1I,

-~ u4-CFR870.1130

Indications for Use:

The device is a noninvasive blood pressure- measuremnent system intended to measure

the systolic and diastolic blood pressures and pulse rate of an adult, individual, over

age 18, at home by using a no-n-invasive technique in which an inflatable cuff is

wrapped around the wrist. The cuff circumference is limited to be 5.25" - 7.75".

Description of the device:

APM BP108A uses the Oscillomeric method to measure the blood pressure. Thle

Oscillometric method is adopted clinically to measure the blood pressure recently.

It is not needed to use the stethoscope, as in the traditional measuring method, to

monitor the Korotkov sound when deciding the systolic or diastolic pressure. The

Oscillometric method senses the vibrating signal via the closed air pipe system and

utilizes the microcomputer to automatically sense thc characteristics of the pulse

signal. Through simple calculation, clinically proven, (lhe reading can reflect. thle

accurate real blood pressure, and the systolic pressure is defined as thle pressure when

the cuff pressure oscillating amplitude begins to increase afl( the diastolic pressure as

the pressure when the cuff pressure oscillating amplitude stops dlecreasing.
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Performance Testing:

Electric Safety Requirement Test Report of EN 60601-1:1990 & EN 1060-1 /

EN1060-3, and EMC test report of EN 60601-1-2 ( EN 550]1. 1991 and EN

61000-4-2:1995)

ANSIIAAMI SP 1 0- 1992 Electronic or Automated Sphygmomanometers

Legally marketed device for substantial equivalence comparison:

Eikon Automatic Digital Blood Pressure Monitor, HD-400M (K021239)

Summary for substantial equivalence comparison:

Same characteristics: intended use, technological characteristics, power supply, display,

measuring range, accuracy, operating and storage environments.

Different characteristics: memory, dimensions, weight, and storage environments.

1 . As we can understand, the memory feature is to memorize the measurement data

taken previously and is related to the usage convenience, not to raise any safety or

effectiveness hazard.

2. The differences between dimensions and weight are related to the designing aspects.

These differences are not to raise any safety or effectiveness aspect.

They are decided to be substantially equivalent.
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